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provided in paragraphs (b)(5) and (6) of 
this section. 

(5) Virus-challenge test. If the results 
of a valid SN test are unsatisfactory, 
the vaccinates and the control may be 
challenged with a virulent feline 
panleukopenia virus furnished by Vet-
erinary Services and each animal ob-
served each day for an additional 14 
days. 

(6) Interpretation of the virus-challenge 
test. If the control does not show clin-
ical signs of feline panleukopenia, the 
test is inconclusive and may be re-
peated except, that if any of the vac-
cinates show such signs, the serial is 
unsatisfactory. Clinical signs of feline 
panleukopenia shall include a pro-
nounced leukopenia wherein the white 
blood cell count drops to 4,000 or less 
per cubic mm or the white cell count 
drops to less than 25 percent of the nor-
mal level established by an average of 
three or more counts taken prior to 
challenge. 

[39 FR 27428, July 29, 1974, as amended at 40 
FR 759, Jan. 3, 1975; 43 FR 41186, Sept. 15, 
1978; 43 FR 50162, Oct. 27, 1978; 50 FR 23796, 
June 6, 1985. Redesignated at 55 FR 35562, 
Aug. 31, 1990, as amended at 56 FR 66786, Dec. 
26, 1991]

§ 113.204 Mink Enteritis Vaccine, 
Killed Virus. 

Mink Enteritis Vaccine, Killed Virus, 
shall be prepared from virus-bearing 
cell culture fluids or tissues obtained 
from mink that have developed mink 
enteritis following inoculation with 
virulent mink enteritis virus. Each se-
rial shall meet the applicable require-
ments prescribed in § 113.200 and special 
requirements prescribed in this sec-
tion. Any serial found unsatisfactory 
by a prescribed test shall not be re-
leased. 

(a) Safety test. Vaccinates used in the 
potency test in paragraph (b) of this 
section shall be observed each day 
prior to challenge. If unfavorable reac-
tions attributable to the vaccine occur, 
the serial is unsatisfactory. If unfavor-
able reactions not attributable to the 
vaccine occur, the test shall be de-
clared inconclusive and may be re-
peated: Provided, That, if the test is not 
repeated, the serial is unsatisfactory. 

(b) Potency test. Bulk or final con-
tainer samples of completed product 

shall be tested for potency using 10 
mink enteritis susceptible mink (five 
vaccinates and five controls) as fol-
lows: 

(1) Vaccination. Each of the five vac-
cinates shall be injected with one dose 
of vaccine as recommended on the label 
and observed each day for 14 days. 

(2) Challenge. At least 2 weeks after 
the last inoculation, the five vac-
cinates and the five controls shall be 
challenged with virulent mink enter-
itis virus and observed each day for 12 
days. Fecal material shall be collected 
on one day between days 4–8 (inclusive) 
postchallenge from each test animal 
that remains free of enteric signs and 
tested for the presence of mink enter-
itis virus by cell culture with fluores-
cent antibody examination. 

(3) Interpretation. A serial is satisfac-
tory if at least 80 percent of the vac-
cinates remain free of enteric signs and 
do not shed virus in the feces, while at 
least 80 percent of the controls develop 
clinical signs of mink enteritis or shed 
virus in the feces. If at least 80 percent 
of the vaccinates remain free of enteric 
signs and do not shed virus in the feces, 
while less than 80 percent of the con-
trols develop clinical signs of mink en-
teritis or shed virus in the feces, the 
test is considered inconclusive and may 
be repeated: Provided, That, if at least 
80 percent of the vaccinates do not re-
main well and free of detectable virus 
in the feces, the serial is unsatisfac-
tory. 

[39 FR 27428, July 29, 1974. Redesignated at 55 
FR 35562, Aug. 31, 1990, as amended at 56 FR 
66786, Dec. 26, 1991; 60 FR 14361, Mar. 17, 1995]

§ 113.205 Newcastle Disease Vaccine, 
Killed Virus. 

Newcastle Disease Vaccine (Killed 
Virus) shall be prepared from virus-
bearing tissues or fluids obtained from 
embryonated chicken eggs or cell cul-
tures. With the exception of 
§ 113.200(c)(2)(iii), each serial shall meet 
the applicable general requirements 
prescribed in § 113.200 and special re-
quirements prescribed in this section. 
A serial found unsatisfactory by a pre-
scribed test shall not be released. 

(a) Safety test. The prechallenge part 
of the potency test in paragraph (b) of 
this section shall constitute a safety 
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test. If unfavorable reactions attrib-
utable to the product occur in any of 
the vaccinates, the serial is unsatisfac-
tory. If unfavorable reactions which 
are not attributable to the product 
occur, the test shall be declared incon-
clusive and may be repeated: Provided, 
That, if the test is not repeated, the se-
rial shall be declared unsatisfactory. 

(b) Potency test. A vaccination-chal-
lenge test shall be conducted using sus-
ceptible chickens 2 to 6 weeks of age at 
time of vaccination, properly identified 
and obtained from the same source and 
hatch. 

(1) Ten or more chickens shall be vac-
cinated as recommended on the label 
and kept isolated under observation for 
at least 14 days. 

(2) After at least 14 days post-vac-
cination, the vaccinates and at least 10 
unvaccinated chickens that have been 
kept isolated as controls shall be chal-
lenged with a virulent strain of New-
castle disease virus supplied by or ap-
proved by Veterinary Services and the 
vaccinates observed each day for 14 
days. 

(3) If at least 90 percent of the con-
trols do not show typical signs of New-
castle disease or die, the test is incon-
clusive and may be repeated. If at least 
90 percent of the vaccinates do not re-
main normal, the serial is unsatisfac-
tory. 

[39 FR 27428, July 29, 1974. Redesignated at 55 
FR 35562, Aug. 31, 1990, as amended at 56 FR 
66786, Dec. 26, 1991]

§ 113.206 Wart Vaccine, Killed Virus. 

Wart Vaccine, Killed Virus, shall be 
prepared from virus-bearing epidermal 
tumors (warts) obtained from a bovine. 
Each serial shall meet the require-
ments prescribed in this section and 
any serial found unsatisfactory by a 
prescribed test shall not be released. 

(a) Purity. Final container samples of 
completed product shall meet the re-
quirements for purity as prescribed in 
§ 113.200 (c)(1) and (3). 

(b) Safety. Bulk or final container 
samples of completed product shall 
meet the requirements for safety as 
prescribed in §§ 113.33(b) and 113.38. 

(c) Formaldehyde content. Bulk or 
final container samples of completed 
product shall meet the requirements 

for formaldehyde content as prescribed 
in § 113.200(f). 

(d) Potency and efficacy. The efficacy 
of wart vaccine has been demonstrated 
to the satisfaction of Veterinary Serv-
ices as being a valuable biological 
product. The inherent nature of the 
product precludes the possible develop-
ment of serial to serial potency tests 
and none is required: Provided, That, 

(1) The vaccine shall be a tissue ex-
tract representing at least 10 percent 
weight to volume suspension of wart 
tissue; and 

(2) The vaccine shall be limited to 
use in the prevention of warts in cat-
tle. Labeling recommendations shall be 
in accordance with § 112.7(i). 

[40 FR 14084, Mar. 28, 1975, as amended at 40 
FR 23989, June 4, 1975; 40 FR 30803, July 23, 
1975. Redesignated at 55 FR 35562, Aug. 31, 
1990, as amended at 56 FR 66786, Dec. 26, 1991]

§ 113.207 Encephalomyelitis Vaccine, 
Eastern, Western, and Venezuelan, 
Killed Virus. 

Encephalomyelitis Vaccine, Eastern, 
Western, and Venezuelan, Killed Virus, 
shall be prepared from virus-bearing 
cell culture fluids. Each serial or sub-
serial shall meet the requirements pre-
scribed in this section and the general 
requirements prescribed in § 113.200, ex-
cept those in § 113.200(d). Any serial or 
subserial found unsatisfactory by a 
prescribed test shall not be released. 

(a) Safety test. Bulk samples of com-
pleted product from each serial shall be 
tested for encephalomyelitis virus in-
activation. 

(1) Each of at least ten 6 to 12 hour 
old chickens shall be injected 
subcutaneously with 0.5 ml of the prod-
uct and the chickens observed each day 
for 10 days. 

(2) If unfavorable reactions attrib-
utable to the product occur in the 
chickens during the observation period, 
the serial is unsatisfactory. If unfavor-
able reactions not attributable to the 
product occur, the test is inconclusive 
and may be repeated: Provided, That, if 
the test is not repeated, the serial is 
unsatisfactory. 

(b) Potency test. Bulk or final con-
tainer samples of completed product 
from each serial shall be tested for po-
tency in accordance with the two-stage 
test provided in this paragraph. For 

VerDate Dec<13>2002 08:57 Feb 26, 2003 Jkt 200026 PO 00000 Frm 00660 Fmt 8010 Sfmt 8010 Y:\SGML\200026T.XXX 200026T


